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Participant Rules of Engagement for the Webinar Chat
Please keep the following in mind when using the chat feature:

A Connect with others!  React to what you're hearing, share experiences, and ask 00
questions of your fellow participants! ﬁﬂﬁ
A Have a question for the presenter? Use the Q&A function, not the chat.
A Show Respect and Professionalism. Inappropriate language, improper conduct,
or any form of discrimination may result in removal from the webinar. —
[ )
A Remain on Topic. Ensure your comments are relevant to the topic. see
A Comply with Moderators' Guidance. If a moderator gives direction regarding
chat behavior, please comply accordingly.
A Report Issues. Notify moderators if you experience technical difficulties or ~

observe any disruptive behavior.



“ IS excilted to
@nelab announce
1 Fundamentals of Working

Safely with Formaldehyde
and Glutaraldehyde

This new, basievel course introduces clinical and public health
laboratory professionals to the properties of formaldehyde and
glutaraldehydeand the hazards, exposure routes, health
effects,control measures, and response procedures for
incidentsinvolving these chemicals.

Upon completion, you can download a certificate fr@nelLab
REACHMdzy RSNJ Uaeéeé [ SI NYySNJ I dzo oQ

Reqgister now on OneLab REACH


https://reach.cdc.gov/course/fundamentals-working-safely-formaldehyde-and-glutaraldehyde

Now Available on

Onelab
REACH™

Diagnostic
Stewardship Toolkit

Diagnostic Stewardship supports ordering the
right test for the right patient at the right
time to improve patient outcomes.

A OneLab™ created this toolkit to help organizations
form diagnostic stewardship teams and apply
guiding principles.

Visit reach.cdc.gov to download


https://reach.cdc.gov/jobaid/diagnostic-stewardship-toolkit

" 1S exclted to
@nelab Sdtedte

Introduction to Clinical Laboratory
Improvement Amendments (CLIA)
Proficiency Testing

This basidevel eLearning course covers the fundamentals of
CLIA proficiency testing (PT8xplains the PT process and
scoringprocedures,and addresses PT referral.

A Itis designed for individuals with roles associatéth clinical laboratory
testing and anyone interested in CLIA proficiency testing basics.

A After completing this course, learners can earn either P.A.C.E.®
or CME credit.

Reqgister now on OnelLab REACH™

P



https://bit.ly/3AYTbdG

Disclaimer

Slide decks may contain

presentation material

from panelists who are not

affiliated with CDC.

Presentation content from

external panelists may not
necessarilyreflect <B<uP b
position on the topic(s)

covered .




Disclaimer

CDC, our planners, and our
presenters wish to disclose they
have no financial interests or
other relationships with

the manufacturers of
commercial products, suppliers
of commercial services, or
commercial supporters.
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Vision
A healthier world through quality
laboratory systems.

Purpose

Shape national and global health
outcomes by promoting the value and
contribution of public health
laboratories and continuously
Improving the public health

laboratory system and practice.

APHL
Sweet Spot

Science  Practice

o

14



What 1s APHL?

A 501(c)(3) non -profit organization

Has over 1,700 members from state and local public
health laboratories, state environmental and
agricultural laboratories and others including federal
agencies and academic institutions.

Advocates at the national level for critical laboratory
Issues and for increased support/resources for

member labs.

Provides training and best practices for public
health laboratory policy and programs.



- ° Reporting Month
aa APHL Membership o

Member Count by Category APHL Membership

PHA| State PHL Member-Associates
135 (7.91%) Local PHL Member-Associates

State Student/Fellow
Local 580 (34.5%)

373 (21...) Individual
PHAI Member-Associates

Local Public Health Institutional
Total Members State Public Health Institutional
Corporate (Companies)

Emeritus
|__ Non-Institutional

511 (29.94%) Corporate (additional Member-Representatives)

Public Health Associate Institutional (PHAI)
Member Laboratories Honorary [J] 17

Retired I 9

PHAI 19 (14.18%) —
Local

a8 .
59 (44.03%) Notable Membership Changes

v

[E] New Laboratory Representatives
Vince Aoki - WA PHL
Samson Omole - ME PHL
Mark Pandori - Butte County PHL

Total Laboratories

State
56 (41.79%)



https://app.powerbi.com/groups/me/reports/facb390d-fb15-402e-be72-d2bc5c4f6e13/?pbi_source=PowerPoint

Lead Public Health Laboratories through the Post

Advocate for the Evolving
Public Health
Laboratory System

|
Clearly Define the Impact of
Public Laboratory System
Ok NarIT kP bY TC&EkK
I
Engage Key Audiences about
the Role and Impact of the
Public Health Laboratory System

I
Secure Funding to Enhance
and Sustain the Public Health
Laboratory System
[
Promote Robust, Proactive,

and Responsive Laboratory
Systems in the US and Abroad

1

Build and Support a Resilient

and Emerging Public Health
Laboratory Workforce

STRATEGIC MAP | 20231 2025

-Pandemic Era

Support Members in Improving

E21 , Staff Retention

Strengthen the Laboratory
Leadership Community with
Relevant Professional Development

I
Equip the Public Health Laboratory
Workforce to Be Adaptable to
Change
I
Promote Innovative Strategies

to Engage the Public Health
Laboratory Workforce

1

Strengthen Strategic
System Partnerships

|
Identify and Engage New
Partnerships in Support of
Public Health Laboratories
|
a Pk
Strengthen Laboratory
Coordination
and Response
|
Support Federal Partners in
their Efforts to Strengthen the

Laboratory System
I

Work with Partners to Better
Serve Vulnerable Populations

|
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About the LRN

Formed in 1999
Founding Partners: APHL, CDC, FBI
Initial focus on bioterrorism preparedness

Has evolved to support preparedness and
response to a broad range of threats

> T> T T

Current Mission:

To provide rapid laboratory response to
biological and chemical threats to inform
critical decisions about public health and safety

https://emergency.cdc.gov/Irn/index.asp

LABORATORY RESPONSE NETWORK


https://emergency.cdc.gov/lrn/index.asp

LRN for Biological Threats Preparedness
(LRN-B)

cStandardized reagents and protocols

cElectronic data messaging and
communications

Glraining and technical assistance

Quality standards , including a robust
Sentinel e A approach to biosafety and biosecurity

dPartnerships



LRN-B: Sentinel Labs

Hospitals and private clinical laboratories
Some local PHLs

Sentinel Clinical Labs

V  Recognize threats and perform
routine diagnostic services

V  Rule-out common pathogens

V  Refer specimens to reference or
national laboratories for further
testing, if needed




LRN-B: Reference Laboratories

Reference Laboratories:

V Public health, military,
veterinary, agriculture, food,
and water testing
laboratories

V Receive CDC LRN-B
reagents, protocols, and
training

V Perform standardized tests
to ensure accurate, reliable
results

V Investigate and/or refer
specimens and samples




LRN-B: National Labs

for 5%
Nationall %%

National Labs
V CDC
V Department of Defense
Highest technical capabilities and

specialized testing
V Strain characterization
V Bioforensics

BSL-4 capabillities

Develop and deploy laboratory
tests



LRN for Chemical Threats (LRN -C)

N ~ >
& R )
Chemical Threat Qf ﬁﬂs? 5 3:,45 .-3""’ .}‘? 6&§ é&@
Capabilities g g & > vﬁg' & ¥ @ F &
o & @ PO & L E R A 7
s & & F&F & EF FF s
& & 9 & < & N7 & Q“;a
Level 1 * ‘ —* J ‘ ‘ ‘ ‘ ‘
Level 2 ® ® ® ] o @ O O




LRN for Radiological Threats

V Strong existing capabillities for radiochemistry at
the state public health laboratory level

V Coordinate infrastructure and expertise

V Prioritize filling critical gaps such as workforce
development




EbyuvP Ebiok rVY TGE&K vyE:
— R

Recommendations to shape strategic direction of the network

Funding Advocacy and Education of Policy Makers

Public Health Emergency Preparedness (PHEP) Cooperative Agreement

e | Operational Support:

G Gatekeeping function to support public health laboratory access to the network
G Multicenter Evaluation Studies

G Procurement

G Training and other technical assistance

G Electronic Data Exchange

G Communications, Networking and Partnerships

25



Something is StrangeiT Let 0s Not 1 f @

iStock by Getty Image




Something i1s StrangelT Let 0s Not | f@

An unusual number of ill people present suddenly with similar symptoms



Something Is Strangei L et 0s Not | f@)

AWhat? Another Listeria?
That i1s 5 this week!

| had a couple of Listeria last
week?




Somethingis Strangei Let 0s Not | f @

Nl think we may have ha



OK, Let Me Help! Tell Me What Happened! @




Key Sources to Stop and Ask @
NCould Thi s be a BT

G
Ty |

The Human

_ Nasal passage

Respiratory :
System "~ Oral cavity o
3 - Pharynx
= - Larynx
~ __ Trachea

Bronchi

- Lung

. Heart
o Ribs

Blood and possibly
sterile fluid

Lower Respiratory tissue and fluid Wounds, inclusive of animal bites



Clues You Could Be Working With a BT Agent @

ABlood culture takes longer than 24 hours to grow

ANo growth or just a slight haze of growth at 24
hours

ABetter growth on CHOC than BLD
AGram stain shows tiny gram-variable coccobacilli

AGram stain shows large boxcar shaped gram-
positive bacilli

ACheck the patient history:

A Patient history notes travel to or has lived in a country
where BT agents are endemic

A Patient has had an insect bite or an animal bite
A Patient works with animals

ATalk to the ordering physician
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5 BIOTHREAT AGENT BIOSAFETY AWARENESS FLOW CHART

APHL

Blood culture instrument signals there is a positive bottle. H A )
\ y : Always check for any patient history or a note in : In a BSC: Make a smear of the colony growth for a Gram
: : the patient record to indicate a need to consider a : stain and allow to dry in the BSC (See note under Blood
~ h 4 . E possible BT agent. E Cultures). Also perform an oxidase and tube catalase on
Remove positive bottle to perform a Gram stain. § s J o the colony growth.
« Before staining, determine how long bottle has been incubat- § , v g : :
. . . . . H w
ing. If >24 hours, consider this may be a biotreat (BT) agent. : In a BSC: Examine plates at 24 h for growth. o
* |s there any patient history or a clinical note in the patient : If no arowth or onlv sliaht arowth and finv colo. H Gram stain fixed slide and examine slide. Dependent on Gram
record to indicate the need to consider a possible BT agent? M . g . y St g Y : stain result, refer to APHL's “Recognize. Rule-out. Refer.”
: nies, re-incubate plates. : bench quide and the ASM agent ific “Sentinel Level
« To avoid aerosols: Always make smears, allow to dry and : L ) i ench guide and fe A agent-Speciic Sentinel Leve
perform any heat fixation in a certified biosafety cabinet (BSC). . 5 : Clln!cal Laboratory Guidelines" to determine furlh_er ryle-om
L ) : p v = testing to perform. Always perform rule-out testing in a BSC.
- § In a BSC: Examine plates at 48 h for growth. Note: é \ : /
( e ) o ) : * Time to growth? * Colony morphology? P b4 ~\
Gram stain fixed slide and examine slide. H . . . .
] ) . : e \Which plates have ~ ® Any hemolysis on : If unable to rule-out all BT agents, contact the ordering
Suspect a BT agent if you see large boxcar-like Gram positive : growth? BAP? : | physician to discuss whether the patient's symptoms could
bacilli (with or without spores) or tiny GNCB. : \ . J 1 indicate a possible BT agent.
\ T J E é E \ - y,
v 20 ) v
s D : STOP! Do not put the organism on MALDI-TOF @
In a BSC: Subculture positive bottles with suspected BT agent : I or other automated D system unless all possible : Check if the patient has cultures from other specimens that
to BAP, CHOC and MAC/EMB agar plates. Tape plates shut and oot =/ BT agents have been ruled-out. - may grow the same organism. If so, make a note in the
label: “Possible BT Agent—0pen in BSC.” See MALDI-TOF Safety Guide. patlen.t electronic record on all other cultures to perform all
\_ D, ) work in a BSC due to a suspect BT agent and flag all culture
media (e.g., tape/bag plates, add stickers, etc.).
\ J
Always verify that BSCs are certified and functioning properly before working in them. If a BSC is . v =
unavailable, see the “Biosafety” section for alternative safety measures. Contact your LRN laboratory to notify them you have isolated
Heat or methanol fixation may not kill organisms in a dried smear. There is a slight risk of aerosol a possible BT agent you are unable to rule-out and determine
production if the slide were to drop and break when staining or reading the Gram stain slide. your next steps.
L. »
N y,

'& This project was 100% funded with federal funds from a federal program of [insert total funds for program]. This publication was supported by Cooperative Agreement number # NUG0OE0O00104, funded by the US Centers for Disease
ontrol and Prevention . Its cor are solely the responsi e authors and do not necessarily represent the official views o or the US Department of Health and Human Services.
A ) Control and Prevention (CDC). lts contents lely th ibility of the auth: dd il nt the official vi f CDC or the US Department of Health and H Servi

8515 Georgia Avenue, Suite 700, Silver Spring, MD 20910 | www.aphl.org | 240.485.2745 (P)

UBLIC HEALTH LABORATORIES *



Do not use MALDI until all BT agents are ruled-@
out!
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Cultured dehdificatiortios
insigteeacBin satetyty
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Remember: S - . - .

When forwarding positive cultures to another laboratory for work-up, warn lab if sending a possible BT agent!

|



Rule-out Testing

AWork in BSC using BSL-3
biosafety practices:
A Safety eyewear
AN-95 or PAPR
A Back opening gown

AMinimal rule-out testing you
must perform:
A Catalase (tube method is safest)
A Oxidase

AAdditional rule-out testing that is
helpful to perform:
A Motility (tube method is safest)
A Urea
Alndole
A dblactamase
A Satellite

Photo courtesy of John Maniaci, UW Health



Contact Information of Partners and @
When to Contact

It Takes a Team of Partners LRN Lab

Employee State
Health Epidemiology

Clinical Lab

Occupational Local Public
Health Health

Infectiqn
Prevention

Determine Who Is Responsible for W



Connect and Communicate with Partners @

How will you communicate
Look at the big picture
Ask questions

Provide guidance

Determine action plan for follow -
up treatment or prophylaxis

Discuss disposal of any remaining
organism

A Determine who is responsible for
what actions

A Evaluate and determine what
changes need to be made to
prevent further occurrences

o To Io Do o

To




Complete Exposure Assessment

A Determine who will do the exposure assessment

A General questions:
A When did this occur?
A Where was the organism worked with?
A Who else was within 5 feet?
A What PPE was worn?

A What is the immune status of the individual working with the
specimen and others who were within 5 feet?

A Specific Activities and Manipulations:

A Answer yes or no to a list of common laboratory activities that are
performed on specimens

A Based on answers determine whether there was an exposure
and what it the level of risk.

A Determine what post-exposure follow up steps will be taken



Exposure Assessment and Monitoring Tool

CLINICAL LABORATORY BIOLOGICAL EXPOSURE EVALUATION TOOL
What work was done by
Potential Exposure Event Summary whom, where and what PPE
Date of Potential Exposure: Exposure Location(s): was Worn? Wh 9] el se was
Multiple people exposed? [ |No [ |Yes. Complete this form for each person to determine individual exposure risk. p res ent and h OW C IO se were
Name/ldentifier of Person Potentially Exposed: th eyr)
Individual’s Predispositions: [ ] Pregnant [ | Immunocompromised [ | Other:

Interactions with Organism
Individual worked with organism: [ | Within BSC [ ] Outside BSC [ ] Did not work directly with organism

Individual did not work with organism, but was: [ ] Within five feet [ ] M Exposure Event Follow up

Individual wore: [ ]Gloves [ ] Labcoat/gown [ ] Safetyglasses [

Individual performed the following activities or types of manipulation wit Treatment and Monitoring
[] Removed caps orswabs  [] Flamed a loop [] Exa Post Exposure Prophylaxsis (PEP): ] Will begin PEP ] Declined PEP [ ] N/A
from culture containers, mex
opened lyophilized [J Wet preps [ sni Serological Monitoring: [ Will begin serological monitoring [ ] Declined T N/A
cultures or cryotubes Rapid anti testi
| ) Rapid antigen testing [cay  Fever Watch: [JYes  [INo  [INA
[J Manipulated needles, [ ] Blood culture bottle '
Lrelem el PPN NN —

Other Notes:

¥

What treatment is
needed and who will be

Corrective Actions and Mitigations

treatme nt’? and severity of consequences.
itoring Guide

mon |t0 rn g th e Use the risk assessment determinations above to evaluate the overall risk of exposure according to the likelihood of occurrence


http://send.aphl.org/link.cfm?r=H-NR2OAL2F2d0uz95kf5MA~~&pe=R-9MC2D89rs-uQpPjB7wkoVrHx7U9c13vGQ8LWIUe6Uv16_JOl-vJWFCJ8IXz5Bp3l7T8LebDEDrr0J5ZF-Fvw~~&t=s9JiSe98ib4Hz43XMeMx-g~~

Exposure Monitoring Guide

PHPR Clinical Laboratory Biological Exposure Monitoring Guide.pdf (aphl.orq)

CLINICAL LABORATORY BIOLOGICAL EXPOSURE MONITORING GUIDE

TS
8

A P H L uassciancaor

{Eastern Equine Encephalitis virus)

animals and mosguitoes in the lab.

Disease Exposure Risks and Routes of Transmission in the Incubation Period Symptoms
(Organism/Agent) Laboratory Setting # [(Will depend on route of transmission)
hrax Direct and indirect contact of broken skin with cultures and contaminated [sboratory cutaneous: painless sore with black eschar. Inhalational: Fever and chills, chest discomfort, body aches.
Isorter's dlisease 1,5% 8 14 surfaces, accidental parenteral inoculation, exposure to infectious aerosols. LDS0 is 2,500- Typically 1-6 days, with a | Gastrointestinal: Fever, chills, swelling of neck and neck glands, sore throat, painful swallowing, stomach
(Bacillus anthracis) T 53,000 for spores and will depend on the route of exposure. < 10 spores necessary for rangs up to 60 days pain, fainting, abdominal swelling. injection anthrax: Fever, chills, blisters or bumps that may itch,
g cutaneows anthrax infection. painless skin sore with black eschar, swelling arcund sore.
Elastomycosis 314 Accidental parenteral inoculation with infected tissues or cultures of yeast form. Pulmonary 3 ks - 2 month Flu like symptoms, fever, cough, night sweats, myalgia (muscle pain) and arthralgia (joint pain), weight
(Blastomyces dermatitidis) ' infections from inhalation of conidia from meld-form cultures. wee months loss and anorexia, chest pain, fatigue.
Brucellosis. Undulent fever. Malta fever Brucella spp. have a very low infectious dose and are easily aerosolized. Ingestion, Initial symptoms: fever, sweats, malaise, ancrexia, hesdache, pain in muscles, joint, and/or back,
l.:lediterranian fe;rer ! 1.5.14 inhalation, accidental parenteral inoculation or contact with broken skin or mucosa. Direct 5 davs - 5 manths fatigue. Chronic symptoms: recurrent fevers, arthritis, swelling of the testicle and scrotum ares, swelling
(Brucells sbortus. B suis B melitensis) e exposure to samples or cultures (outside containment). 10 is 103-100 organisms by serosol or 2 of the heart {endocarditis), neurclogic symptoms {in up to 5% of all cases), chronic fatigue, depression,
' T B ’ subcutansous exposure. swelling of the liver and/or spleen.
alanders Ingestion, inhalation, accidentsl parenteral inoculstion, shd contact with broken skin or Fever with chills and sweating, muscle aches, chest pain, muscle tightness, headache, nasal dischargs,
(Buricholderia maliei] 1, 5% 14 mucosa with cultures and infected tissues, purulent drainage, blood and sputum. There is 1-14 days lightt sensitivity (sometimes with excessive tearing of the eyes), ulceration at the site of localized
' ! increased risk for individuals with diabetes. infection, lymphadenopathy, abscess formation_
Localized: Localized pain or swelling, faver, ulczration, sbscess. Pulmenary: Cough, chest pain, high
Meliodosis, Whitmaore's disease 15% 14 Ingestion, inhalation, inoculation, and direct contact via skin abrasiens and mucous 1 day - fever, headache, ancrexia. Bloodstream: Fever, headache, respiratory distress, abdominal discomfort,
(Burkholderia pseudomaliei) e membranes. By - yRars joint pain, disorientation. Disseminated: Fever, weight loss, stomach or chest pain, muscle or joint pain,
headache, seizures.
Psittacosis Infectious aersols in the handling, care, or necropsy of naturally or experimentally infected _ e -
{Chlamydia psittaci) 1,14 birds, mice and 5-14 days Abrupt onset of fever and chills, headache, muscle aches, nonproductive cough, splenomegaly, rash.
. Exposure to toxin, and especially associated with activities that have high potential for . . . ' . : . ;
Botulism - ! N : ; o ) _ Double vision, blurred vision, drooping eyelids, slurred speech, difficulty swallowing, difficulty breathing,
{Clostridium botulinum taxin) 1, 5% 13 aemso!_ or droplet formaticn. 0.7-0.9 pg of inhaled aerosolized toxin is likely encugh to kill 8 & hours - 10 days thick-fesling 1ongue, dry mouth, muscle weskness.
70 kg 150 Ib person.
. diff Infecticus aercsols are the most likely route of laboratory-associated infections (LAl) and _ ' . .
(Clostridioides difficile) Lk could serve as a reservoir for vegetative cells and spores. 2pidays Sete et iever Momach endeinessogpainzlcesclapsatie pasea
ou-l_:>c_|d_|am).p05|5_._valley Fever 3,14 Inhalation of spores. Rarely, contact with broken skin can cause cutaneous infection. 1-3 weaks Fatigue, cough, fever, shortness of breath, headache, night sweats, muscle aches or pains, rash on
(Coccidioides immitis, C. posadasii) upper body or legs,
fever Inhalation of infectious aerosols. Accidental parenteral inoculation. Exposure 1o
fcux.fg.fa burnatii 1,5,9,14 experimentally or naturally infected animals, their tissues, or body fluids. ID by inhalation is 9-39 days Acute: Fever, chills, myalgdia, arthralgia, headache, ppreumonia, hepatitis.
: ~10 organisms.
Dermatophytosis, Ringworm 4 -14 day= after skin Ringworm can affect skin on almost any part of the body &5 well a5 fingernails and taenails. The
{Microsporum, Epidermophyton and 3,14 Contact with skin, nail lesions, contact with contaminated surfsces. comes in contact with symptoms of ringworm often depend on which part of the body is infected, but they generally include
Trichophyton) fungus itchy skin, ring-shaped rash, red, scaly, cracked skin and hair loss.
Encephalitis, EEE 2.5 612 Inhalation of infectious asrosols, accidental parenteral inoculation. Exposure to infected 1-10 days Sudden onset of headache, high fever, chills, and vomiting: severe cases may progress to disorientation,
» 2y By

SEiZUres, of Coma.



https://www.aphl.org/programs/preparedness/Documents/PHPR_Clinical_Laboratory_Biological_Exposure_Monitoring_Guide.pdf

Completion of Federal Select Agent Program @
(FSAP) Forms

Form 3 Form 4

(Only complete if there were exposures) (Must always complete)

A Submitting lab must notify FSAP of AWSLH notifies FSAP of identification of
exposures within 24 hours of confirmed a select agent.
BT agent identification by WSLH . .

A Submitting lab otes | 3 and AWSLH completes their section of Form

ubmitting 1ab COMpIetes torm s an 4 as the identifying laboratory and
submits to FSAP .
submits to FSAP

A Submitting lab completes their section
of Form 4 as the submitting laboratory
and submits to FSAP



Destruction of All Positive Culture Media @

ACheck if patient has other cultures
Alf does, warn about positive BT isolate

AGather all positive culture media

AAll isolates and positive cultures
must be killed in your facilit
before transporting off site for
disposal
ANote: medical wast e
destroy for you

ADestruction methods:

AAutoclave i solids and liquids
A Chemical destruction

ADestruction must occur within 7
days of confirmation of a select
agent




APHL Re s oClinicaeLaboratory
Preparedness and Resp

ADecontamination of Select Agents Isolated in the Clinical Laboratory
(see handout)

.................. vV VIVVY ST

THEATMENT Containg Sodium hypochiome

talla Poison Control Centre or doctor immedic
mm vomiting. If in eyes, rinse with water for
Galla doctor immediatel. If on skin, rinse well
fi MH tallon persists, call a doctor, If o clothes. rer
= ! UEehed in, move person o fresh ar,

Decontamination of Select Agents

Isolated in the Clinical Laboratory S

www._aphlorg

B
U
I
r

Select Agent regulations detailed in 7 CFR 331, 9 CFR 121 and 42 CFR 73 require that material containing an

R | 35~ UISPOSAL: Recycle e .
identified select agent must either be destroyed or transferred to a select agent registered facility within 7 days from oy 2 RER : '“ e ', “|' o
confirmation (unless an extension is granted from CDC). Select agents may only be held more than 7 days from % URTED AND DIt N DOR
confirmation by facilities that are registered and approved by CDC and/or USDA to possess those specific select agents. . N ey WLUROX GG | | ,
Once an isolate from a patient specimen in a non-select agent registered clinical lab has been confirmed by a N“‘Nul . A | FABRIQUE A
registered Laboratory Response Network (LRNM) reference laboratory as a select agent, within 7 days the non-registered “!wm LOROX I8 A REG ISTERED TRADEMARK d
clinical lab must either destroy all other relevant patient specimens and cultures remaining in their possession or s"“eua LIROX COMPANY | ;H NA |“ )
obtain permission from CDC to transfer them to the nearest LRN reference laboratory that is registered to possess the N JIrQ A (

specific select agent.

If a clinical lab chooses to transfer the relevant specimens and cultures after organism confirmation, the lab
personnel will need to work with their LRN reference laboratory to ensure the proper paperwork (e.g.. APHIS/CDC Form
2) and transfer protocols are followed in compliance with all applicable local, state, and federal shipping regulations,
and carrier/courier requirements prior to transport. Transfer considerations should be discussed between clinical
laboratories and LRN reference laboratories before LRN reference testing is conducted to avoid some potential
shipping restrictions or dilemmas. If a facility does not have an autoclave on-site and chooses not to chemically
decontaminate the cultures, all positive cultures including bleod culture bottles must be transferred to an appropriate
select agent registered laboratory approved and willing to accept the specific select agent material.




Determine Root Cause
As kK 5 nwhyso to get to the underl ying

Why was there an exposure? | f
Symptom of the problem.

2 “The Weed™
Aeresol ereated when spaotiing ' Above the surface
isolate for Maldi-TOF ID on open (obvious)

bench
s

Trying to getrapid results to i P
physician for patient care and no > - The Underlying Causes

Gram stain performed on isolate “The Root™
Dilidinliont s -Ss:u's:p e coti -'a ' | : (not obvious)
synovial fluid inoculated into a'blood '
culture bottle The wor0 DL N 1000 Cause analyss refrs |

0 T Undey ) Caumes A The ONe Cune

No policy in place to do a Gram stain
routinely before performing Maldi-TOF

il

Missed clues of slow growthrand Root Cause: Speed more important
never checked patient history than safety?



Repeat Risk Assessment @

AWhat new hazards were identified in the root
cause analysis?

A Speed! .
R .
A High volume! e r:dﬁ‘”“;)' *
A Robotic! Not thinking about source and growth assessment aeares
time.
AEvaluate the risk
A High risk
AWhat else can be done to mitigate the risk?
A Slow grower spot MALDI plates in BSC - t aluat
2 E mpiemen valuate
A Prepare and dry Gram stain in BSC i el

A Read the Gram stain before running MALDI
A Provide training

Almplement controls \ /
Mitigate

AReview effectiveness and continue to adjust Risk
as needed




Updates coming in 2025 version
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Preparedness anc




AThe updated oCIin CLINICL LABORATORY  *
Preparedness and oreparedness o I EEERP |

once again will serve as a complete
reference document for Sentinel
Clinical Laboratories.

AThe updated guide will continue to
assist the public health laboratory
system in preparing and responding
more quickly and efficiently to public
health and laboratory emergencies.
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Decontamination of Select Agents Isolated In
the Clinical Laboratory

Decontamination of Select Agents Isolated in the Clinical Laboratory

Select Agent regulations detailed in 7 CFR 331, 9 CFR 121 and 42 CFR 73 dictate that
material containing an identified select agent must be either be destroyed or transferred
to a select agent registered facility within 7 days from confirmation (unless an extension is
granted from CDC). Select agents may only be held more than 7 days from confirmation
by facilities that are registered and approved by CDC and/or USDA to possess those
specific select agents. Once an isolate from a patient specimen in a non-select agent
registered clinical lab has been confirmed by a registered laboratory response network
(LRN) reference laboratory as a select agent, within 7 days the non-registered clinical lab
must either destroy all other relevant patient specimens and cultures remaining in their
possession, or obtain permission from CDC to transfer them fo the nearest LRN
reference laboratory that is registered to possess the specific select agent.

If a clinical lab chooses to transfer the relevant specimens and cultures after organism
confirmation, the lab personnel will need to work with their LRN reference laboratory to
ensure the proper paperwork (.g., APHIS/CDC Form 2) and transfer protocols are followed
in compliance with all applicable local, state, and federal shipping regulations, and
carrierfcourier requirements prior to transport Transfer considerations should be
discussed between clinical laboratories and LRN reference laboratories before LRN
reference testing is conducted to avoid some potential shipping restrictions or dilemmas. If
a facility does not have an autoclave on-site and chooses not to chemically decontaminate
the cultures, all positive cultures including blood culture bottles must be transferred to an
appropriate select agent registered laboratory approved and willing to accept the specific
select agent material.

If a non-registered clinical lab decides to destroy the relevant specimens and cultures
in-house, inactivation using an on-site autoclave or chemical decontamination method must
be performed before final disposal or transferring the items to a medical waste contractor
for destruction and final disposal. Specimens associated with an identified select agent
cannot be directly discarded into the biohazardous waste stream like other regulated
Infectious medical waste materials because the material would be classified as Category A
waste and restricted according to both the select agent regulations and the US Department
of Transportation Hazardous Material regulations (49 C.F.R., Parts 171-180). Autoclaving
is the preferred method of destruction, however when an autoclave is not available,
chemical decontamination may be the only feasible option. For both chemical inactivation
decontamination procedures below, the clinical laboratory should note the date,
amount/quantity of material being destroyed, method of destruction, and the laboratorian(s)
performing the procedures for record keeping purposes.

Non-registered clinical labs are not required to have a validated select agent
inactivation protocol but may use these decontamination procedures as a
recommended best practice.

Chemical Inactivation Decontamination Process for Samples and Cultures

1. Prepare a fresh (daily) 10% (1:10) solution of household bleach in a receptacle large
enough to submerge all containers/plates containing the select agent.

2. Working in a biological safety cabinet (BSC), slowly and completely immerse open
sample/culture containers in the bleach solution.

3. Leave the open and submerged containers in the bleach solution overnight.

4. Once overnight inactivation is complete, turn the sink faucet on and discard the bleach
solution down the drain with running tap water.

5. Place the inactivated sample/culture plates and containers in a bichazard bag and
discard them with the other biohazardous waste that is transported off site by a
medical waste management contractor for final treatment and disposal.

Chemical Inactivation Decontamination Process for Blood Culture Bottles

If an organism is subcultured from a blood culture bottle and a LRN reference laboratory
confirms the organism as a select agent, or if the patient is diagnosed with a select agent
such as smallpox or a viral hemorrhagic fever (VHF), the associated blood culture bottles
and any additional bottles or cultures that would contain the organism, must be
decontaminated before transport off site within 7 days from confirmation. Autoclaving is
the preferred destruction method since the contents in these bottles cannot be easily
decontaminated using chemical inactivation decontamination.

+ Bring all needed materials into a BSC including the blood culture bottle(s), a syringe, and
a small amount of undiluted household bleach (e.g., ~50mL per blood culture botile to
decontaminate).

» Working in a BSC, the blood culture bottles can be chemically decontaminated by adding
straight (not diluted) household bleach to the bottle to obtain a final concentration of 1-2%
sodium hypochlorite (20 - 40% household bleach and ~10,000 ppm available chlorine)
within the bottle. The higher undiluted bleach concentration works well for inactivation and
accounts for the large amount of organic material present.

* Cover the top of the bottle with a disinfectant soaked gauze pad (e.g., 10% bleach) to
contain any splashes and slowly inject the undiluted bleach into the bottle(s).

+ Discard the used syringe in the sharps container inside the BSC

* Let the botile(s) sit overnight in the BSC and post a warning/safety sign for it.

* Package the inactivated bottle(s) with other biohazardous waste that is transported off site
by a medical waste management contractor for final treatment and disposal.

Toxin Inactivation

For specimens to which there may be a suspected or confirmed select agent foxin
present, the clinical lab should consult with their LRN reference laboratory about specific
concerns and inactivation methods. In general, most toxins associated with biological
specimens can be easily inactivated or denatured by steam sterilization, dry heat or
chemical means such as sufficient contact time with a fresh (daily) 10% solution of
prepared bleach, or another chemical such as sodium hydroxide (NaOH, 0.1N). Consult
the Biosafety in Microbiological and Biomedical Laboratories (BMBL), section VIII-G for
specific toxin information and recommended inactivation methods.

https://iwww cdc.gov/labs/BMBL htmil

Preparation of Bleach Solutions Containing 5.25 - 6.15% :
Dilution Chlorine (ppm)

Mone / straight, concentrated bleach 52,500 — 61,500
(10% bleach) 1:10, or 1%z cup:1 gallon, or 100mL:1000mL 5,250 -6,150

(5% bleach) 1:20, or % cup:1 gallon 2,625 -3.075

(1% bleach) 1:100, or ¥: cup:1 gallon 525 -615

(PPM = Parts per million), NaQGCl = sodium hypochlorite

Decontamination of Material That May Contain Select Agent Spores

If there is a concern that select agent spores (e.g., Bacillus anthracis spores) may be
present, or if there 15 a need to decontaminate matenal that may contain spores, stronger
disinfectants than those used routinely may be required. Clinical labs should consult with
their LRN reference laboratory about specific concems and decontamination methods.
The pH of a bleach solution may also need to be checked and amended in order to
efficiently decontaminate spores by chemical inactivation methods Consult the EPA list
of approved disinfectants for additional info.

https.//www _epa.qgov/pesticide-registration/selected-epa-registered-disinfectants

Notes: Bleach is usually between 5.25% - 6.15% sodium hypochlorite, or 52 500 - 61,500
ppm available chlorine, but will vary depending on the manufacturer and if it is “regular”
strength (typically 5.25%) vs. “ultra” strength. “Ultra” strength products are typically about
6.15%, but the germicidal Chlorox brand can be up to ~8.25%. It is important to know the
concentration of the bleach being used to ensure the desired final concentration will be
obtained when preparing the solution. Different bleach products may have different
concentrations of hypochlorite. Hypochlorite concentrations will degrade over time and
with storage conditions. Working bleach solutions will also be affected and have a
decreased efficacy by the amount of organic material that may be present in the material
intended to be decontaminated. Follow all manufacturer product specific instructions.
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Biothreat Agent Biosafety Awareness Flow Chart

Biothreat (BT) Agent Biosafety Awareness Flow Chart

Note: Always verify that a biosafety cabinet [BSC) is certified and functioning properly prior to performing any
work in it. (f a BSC is unavailable see the “Biosafety” section in this reference for alternative safety measures.)

Mote: Heat or methanol fixation may not necessarily kill all organisms in a dried smear, therefore, there iz a
wery low risk of aerosol production if the slide would drop and break.

Blocd Cultures Remove positive bettle to perform a Gram
Ii' stain.
Blzod cutture *  Befors staining, Fieterm!ne hou leng the Gram stain fixed slide and
. . bottle has been incubating. If=24 h . n
instrument signals N - examine slide.
. . consider this may be a BT agent. .
there is & positive ~ — . i inical ~ 4| Suspect a BT agentif:
bottle. = e.re Y paFIEHt Istory clr. 2 c mies ®  Seelarge boxcar like Gram
note in the patient record to indicate . I
- - positive bacilli, with or
the need to consider & possible BT -
g=nt? without spores.
) *  See ting GNCE.
*  Always make smears, allow to dry and = Hny _
perform any heat fixation (which can .
create aerosols) in a certified biosafety Working in a BSC, subculture
cabinet (BSC). positive bottles suspected of

contzining a BT agent to BAF,
CHOC, and MAC/EMB agar plates.
Tape plates shut and labsl.

Wound and Lower Respiratory Cultures

¥ “Possible BT agent — open in 3 BSC”.
Abways check if there is any ) -
patient history, or 2 clinical "
note in the patiznt record to PP — - I
indi ; ing in a BSC, examine plates
::f;:;ﬁi?f;;ﬁ; @ consider 2 2t 48 h for growth. STOP - DO NOT put the

Mote the following: organism on MALDI =TOF or
Working in a BSC, examine x| ® Time to growth. ather automated ID system
plates at 24 h for growth. If no * Which plates have growth. ~u| unless all possible BT agents have
grcn.\l‘lth ar onlglr slight lgnclwth *+  Colony marphology. been ruled-out.
and tiny celonies, re-incubate s Any hemolysis on BAF. [See MALDI-TOF Safety Guide)
plates. —
e

Gram stain fixed slide 2nd examine slide. Dependent Working in a BSC, make 2 smear of the
on Gram stain result, refer to the AFHL “Recognize. colony growth for 2 Gram stain and allow to
Rule-out. Refer.” bench guide and the ASM agent | dryinthe BSE. {See note under Blood
specific “Sentinel Leve! Ciinical Laborotory Guidelines” |a— | Cultures above] Also perform an oxidase
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12/07/2022 =dd stickers, etc.)

Contact your LRM laboratory to
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| possible BT agent you are

*




Biosecurity Checklist

Not
Wes. No RESOURCES COMMENTS
Applicaie
‘Sandia National Laborstories hes & lot of good
Isthere a written policy and,'or a standard i Risk &bout bicsecurity
BIOSECURITY CHECKLIST O O O opersting procedurs (30F) for perfoming for=hesy T L2 711
bigsecurity risk assessments?
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1 H Do DiQS2CUrity risk essessments consider il Einsecurity Risk Assassment
B|°Secur|ty O m} O ssSEts (2.8, Sgents, personned, deta, Workshest
sensitive informetion, equipment, and
Background patients], potental thrests (imtemsl snd - Itentify & Inventory Assets:
‘extemal) and vulnerabilities? = Assess Potential Threats and Vulnarsbilities
There is an inherent risk in a laboratory handling any infectious agents. Biosafety and biesecurity practices should be adhered to in all : mﬁmﬁﬂ;@:ﬂt Plggs;snmlius
laboratories that receive potentially infectious material in ordar to snsure laborstory personne, public and emironmental safety. Recant « Re-cvsluste and Reviss Bioscurity Flan
incidents involving biosafety and biosecurity lapses highlight the need to enhance the culture of biosafety and biosecurity across the laboratory
community in the United States. This checklist in conjunction with the *Clinical Laboratory Biesafety Risk Management Program Assessment
Emg ::;eb?eve\mdmb:;\;ma;on :Iaf:ik:\c:::nh Laboratories to serve as a starting point for clinical laboratories to assess the Has the parson perfarming the b ity ik ‘Bigiak Menagar will it with
asec = P . assessment received training and are they training i nesded
O O O ‘Expenienced in risk assessments? Risk.
Intended Use
This checklist is intended for any laboratory performing testing on infectious agents or clinical specimens that could contain infectious agents.
It is designed to provide ies with the broad dations for components that should be considered for inclusion in any |5 & biosecurity risk assessment conducted:
laboratory’s biosecuri licy.
aborstory’s bipsscurity policy: - Atleestannually
The checklist consists of six sections: - Ater Sy isecurity-relgted incident
- Changes to the faility
1. RiskAsssssment o o o [ —
2. Selection of Security Practices - adter plen sudits
«  Biosafety Level
= Engineering/IT Controls
» Laboratory Practices and Palicies
3. BiosecurityCompetencies
4. Biosecurity Orientation and Training
B Audits, Monitoring and Safsty Committes
B. Administrative Controls
i ABinsecuity Checklst
Facility: 3 A Biosecurity Checkist
Address:
City:
State/Zip: SELECTION OF BIOSECURITY PRACTICES
BMOSAFETYLEVEL
Lab Director:
Contact Info: s [ W b RESOURCES CONMENTS
) Applicable
Are hinsafety levals selected based on the Wiore infarmatticn on the selectsan of
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Wes. No Mot RESOURCES COMMENTS
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Is there controlled sccess to biosafety level 2
O O and 3 laboratories?
Iz thene contralled Scoess to high consequence
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Biosecurity Risk Management Worksheet

Biosecurity Risk Management Worksheet

Step 1: Identify and Prioritize Assets Physical Security and Access Controls

Potential Problems (Vulnerabilities) Solutions (Possible Preventative Measures)

Step 2: Assess Potential Threats and Vulnerabilities

Personnel Management

Potential Problems (Vulnerabilities) Solutions (Possible Preventative Measures)

Step 3: Analyze the Risk of Specific Security Scenarios (Threat/Risk Prioritization Chart below)

Inventory & Accountability

Potential Problems (Vulnerabilities) Solutions (Possible Preventative Measures)

Step 4: Plan and Develop an Overall Biosecurity Program including Mitigation

Transport of Agents

Step 5: Re-evaluate the Laboratory’s Biosecurity Program and Modify Protection Measures

Potential Problems (Vulnerabilities) Solutions (Possible Preventative Measures)




Prion Diseases Job Aid

Prion Diseases Job Aid

Specimen Types

There are limited clinicz| Iaboratories that perform diagnostic testing for prion diseases {=.g., National
Prion Dis=aze Pathology Surveillance Center (NPDPSC)). Specimens are grouped inta high infectivity, low
infectivity, and na detectable infectivity categories based on potential for quantity of prions present. As
such, laboratories serving 2s intermediaries |i.e., packaging 2nd shipping to NPDPSC) ar perfarming
other diagnostic testing on the same specimen should establish appropriate risk level handling
protocels. The NFDPSC performs lab testing for central nervous system tissue (e.g., brain biopsy [gray
matter]), cerebrospinzl fluid, and blood specimen types. Since central nervous system tissue (CN3) [e.g.,
brain tissue, spinal cord) and coverings are the highest infactivity risk (.., high prion concentrations)
sample types, institutions/haspitals/facilities sre discourzged from sampling these high risk tiszues from
wiable patients with suspected or confirmed prion disease. However, if CNS tissue is sampled,
appropriate precautions must be taken from collection, handling, and transport to the NFDPSC. Tissue
may be sampled in autopsy; howsver, it is advised that autopsy only be conducted on
suspected/confirmed patients by facilities that have experience performing sutopsy on pricn dissaszs
confirmed patients. The primary specimen utilized for prion diagnosis in viable patients is cerebrospinal
fluid (C5F). Blood may be used for PRMP Genstic Testing for diagnosing genetic prion disease. It is likely
that prions are alsa found in the kidney, liver, lung, spleen, thymus, lymph nodes, and placenta;
laboratorians should utilize standard precautions when handling Il samples, including thoze fixed in
formalin.

Clinical Laboratory Risks ! Laboratory Specific Safety Concerns

‘Clinical laboratories should reguest advanced warning from Infection Prevention and providers
regarding referral of specimens from patients with suspected CID. Optimally, interventional Radiology
staff should contact Infection Prevention when samples are collected to ensure that initial Isboratory
processors utilize standard precautions and a Class || biological safety cabinet (B3C).

The primary hazard in the lab is zccidental parenteral {traumatic) incculation; but there is also risk of
infection from specimen spills or splashes. Adherence to 5tandard Precautions during any primary
specimen handling and laboratory procedure will reduce the risk of infection. Leboratorians working
with prion-infected or contaminated material should take extreme care to avoid accidental puncture of
the skin i.e., follow a risk reduction protocol.

Biosafety level 3 (BSL-3) facilities, practices, and contzinment equipment are recommended for
dedicated activities involving prions. If a BSL-3 facility iz unavailable for 2 laboratory performing prion
specific testing or research, work may be performed in a B5L-2 with enhanced precautions. The ability to
work under BSL-2 with enhanced precautions depends on the nature of the manipulations that will be
done as well as the gquantity of pricn burden and type of specimens utilized i.e., necropsy or autopsy
tissues. At @ minimum, laboratorians performing prign specific diagnostic testing should wear gown, eye
protecticn and gloves (3tandard precautions) and work within a Class |l B3C with enhanced precautions.
Any tazks involving potentizl for traumatic inoculation i.e., use of 3 microtome or changing the blade on
& microtome should include use of cut resistant gloves to avoid parenteral inoculation.

Cliniczl laboratories should conduct their own facility-specific risk assessment(s) and develop
appropriate precautionary procedures prior to any work with potential prion-contzining specimen

samples. They are zlso encouraged to consult with their local or state public heslth department, public
health laboratary, the COC, or other prion related groups such as NPDPSC, if there are any questions or
ConCErns.

Occupational Exposure, Treatment, and Post-Exposure Management

Prigns are transmizsible by inoculation, ingestion, or transplantatien of infected tissues or homogenates.
Prign infectivity is high in the brain, other CMN3 tissues, and eyes while lower infectivity is associated with
lymphoid tissues and CSF. While cases of occupational exposure to prion disease in healthcare workers
have been reported, there have been no reported confirmed cases of occupational transmission of
transmissible spangiform encephalapathy (TSE) to humans within the clinical disgnostic setting.
‘Currently, there is no cure, immunization, or prophylazis for prion diseases. Treatment remains
supportive, and no specific therapy has been shown to stop the progression of these diseases. There is a
distinct difference in cccupational risk levels between routine clinical dizgnostic labs and prion disease
dizgnostic labs as well as prion disease resesarch laboratories.

In case of exposure: https:/fwww.cdc gov/prions/cjd//trestment.html
* Contamination of unbroken skin with internal bady fluids or tissues: wash with detergent and

zbundant quantities of warm water (avoid scrubbing), rinse, znd dry.

o Brief exposure (1 minute, to 0.1N MaOH or a 1:10 dilution of bleach) czn be considered
for maximum safety. Extreme coution needs to be token if applying these chemicois to
skin.

*  Needle sticks or lacerations: gently encourage bleeding; wash (avoid scrubbing) with warm
soapy water, rinse, dry and cover with 2 waterproof dressing {sutures may be necessary for
larger wounds). Report according to hospital or healthcare facility/laberatory procedure.

#  Splashes into the eye or mouth: irrigate with either szline (eye) or tap water (mouth); report
zccording to hospital or healthcare facility/|zboratory procedures.

Infection Control

The COC and WHO provide infection control related information here:
*  https:f/www.cde zov/prions/cjd/finfection-control html
*  https://apps.who.intfiris/handle/10865/66707

Decontamination|

Prions are notoriously difficult to inactivate and are characterized by relative resistance to conventional
inactivation procedures including irradiation, baoiling, dry heat, and harsh chemicals such as formalin,
betzprapialastans, and alcohols. More effective protocols include enzymatic treatments with sodium
dodecyl sulfate (SDS), proteinase K (gk), and propgse three-stage procedure; vaporized hydrogen
peroxide [HVP), 4% SDS in 1% acetic acid at 65-134°C, or mildly acidic hypachlarous acid. The safest and
maost unambiguous method for ensuring that there is no risk of residual infectivity on contaminated
surgical instruments and other materials is to discard and destroy them by incineration. Contaminated
disposable surgical instruments or materials can be incinerated at 1000°C [1832°F) or greater. However,
disposable instruments are not always feasible. Sterilization of reusable surgical instruments and
decontamination of surfaces are performed in accordance with recommendations described by the CDC
znd the WHO infection control guidelines. Ses Annex 112, Autoclave/chemiczl methods for heat-
resistant instrument of the WHO Infection Control Guidelines for Transmissible Spongiform
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Disegses) and Table 4 (Prion Inactivation Methods for Reusable Instruments and Surfaces) within the

Prign Diseass Section of the BMEL provides additional procedure information. However, be aware that

the BMBL instructions are largely gesred toward rgsearsh based, fa

instead of routine clinical laborateries who do not perform prion kpeclﬁcdlagnostlctestlng_— |
*  https://apps.who.int/iris/handle/10665 /66707

= htpsy/fwww.cdc.gov/labs /BMBL html

Testing

Several tests can help diagnose CID including electroencephzlography (EEG), CSF-based tests for Prion
markers &.g., real-time quaking-induced conversion (RT-QulC), Total Tau (ELISA), and 14-3-3y [ELISA),
znd magnetic resonance imaging {MRI). Diagnostic criteria according to the COC for sporadic, iatregenic,
or familial CJD can be found here: https://www.cde.zov/prions/cid/disgnostic-criteria.htm|

Genetic testing information, research studies, and clinical trizls, az well as information sbout other

diagnosis 2nd management resources can be found here: https://shr.nlm.nih.gov/condition/prion-

diszasefdizgnoziz. Blood may be used only for PRMP Genetic Testing.

Shipping

Prion samples, regardless of the type of specimen, are acceptable to be classified and shipped asa UN
3373, Biological Substance, Category B material. Leborstories should communicate with the diagnostic
testing laboratory and any couriers/carriers regarding additional or specific instructions and required
documentation (e.g., testing submission form). The NPDFSC provides additienal resources and guidance




MALDITOF MS Safety Job Aid

STARTING POINTS MALDI-TOF MS Safety Job Aid
(Open Bench) Isolate spotted MALDI-TOF MS If identification indicates a Review sample
- on target plate produces an potential BT agent, Safety handling and target
N? _Gnm o on open bench identification for a Risk due to location of plate spotting
Sapicion from cum.lre' and loaded onto potential BT agent, or a isolate spotting and lack procedure,
{mo colony d\al.'aﬂensnc MALDI-TOF MS low confidence result, of BSC use. Recommend including location
Shsscwiston) -' or closely related performance of rapid specific
species, or known biochemical/rule-out considerations to
Performed Gram stain misidentification ‘ protocol w/in BSC. Not - determine potential
and/or isolate colony ‘ /mismatch Genus spp.? likely to confirm from exposure risks.
characteristic MALDI-TOF MS in CE
observation, but no library.
suspicion of Biothreat
(BT) organism H
In a certified BSC, follow If BT organism(s) can be ruled-out using ASM
Routine specimen organism specific ASM Sentinel Lab guidelines, OK to proceed with
P A— ’ Sentinel Lab guidelines to _‘ isolate analysis via MALDI-TOF MS for further
any information Follow lab specific rule-in or -out of suspected identification
testing algorithm BT organism before loading
(plating of specimen - onto MALDI-TOF MS.
Positive Blood should ba i 850} Note: Standard practice is If a BT organism is suspected after performing
Culture Bottles (Optional) If performing likely going to be open ASM Sentinel Lab rule-out procedures.
(PBCB) directly from PBCB, bench. BSC for culture plate
- suggest 0.2 um reading does not occur ‘ ‘
Operating in ﬁ"',"”;‘o":z\ﬁ;;r o Shae b e (Clinical Laboratories) (LRN Reference Labs
certified BSC: o that a BT agent is suspected Notify lab leadership Only) Perform 0.2 um
Biothreat (BT) based on what is seen via and public health. filtration step before
organism plate growth characteristics Send isolate to your spotting for MALDI-
suspected (rule- or by Gram stain of direct LRN reference lab for | | TOF MS analysis but be
out) indication by specimen/PBCB. further identification. aware of library
ordering provider limitations.
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updated protocols designed to offer Laboratory Response Network (LRN) Sentinel Level

In coordination with the Association of Public Health Laboratories (APHL),

Clinical Laboratories standardized, practical methods and techniques to rule out

as agents of bi ism, or to refer i to public health

laboratories for confirmation.

Through publication of the guidelines, ASM furthers its fundamental interest in education
and public health. ASM permits use of the guidelines without charge, provided users agree
that they will not charge for such use or distribution of the guidelines and further agree
that any reprint or redistribution of the guidelines will contain the following attribution:
"Printed/Distributed with permission from the American Society for Microbiology,
Washington, D.C., 2013." Use of the guidelines constitutes acceptance by the user of these
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Centers for Disease Control and Prevention
Center for Surveillance, Epidemiology and Laboratory Services
Division of Laboratory Systems
MEMORANDUM OF UNDERSTANDING
for

of the terms Advanced Medical
Technology Assorion (Advabed), Amecican e Laboratory Assacation (CLAY Assacition for Mlecular
Pthology (AL, Anioceson of PbRc eakty abocatles PR, CoRege of Avircad Pathclogies (A7),
Council of State and Territorial (CSTE), Food ar (FDA), National
Independent Laboratory Association (NILA), COLA
{ASPR), 303 the Cantersfor Dsease Control nd Prevention/ Offce of habmalnlv Science and Safety/Division of
Laboratory Svslevm (COC/0LSS/OLS) (hereinafter referred to el s “Parties”). The Parties represented in
this MOU a DC and public health
Iaboratores before and durng b heaith emergencies (PHES)

BACKGROUND

An emerging pathogen that spreads quickly and/or has the potential to cause significant disease in humans, such
as influenza, Zika, or SARS-COV-2 virus, could result in demands for a high volume of laboratory diagnostic
testing that exceeds the current the United States (U. nesin
Public (PHLs) handiing
cinical an nom-clnical samples, and many have the abilty toscale up foutine operations to provide surge
capacity during a response. The capability and capacity of PHLs was utilized during several outbreaks, including

Anthrax 2001, 10 the Middie East Respiratory , and Ebola oumreaks However, public
heaith are not currently desigs esting ot 8 large scale
and scope beyond the intil crtical phases of public health emergencies. Furthermore, by early phase of an
emergency response, limited snd may not be

optimized for high throughput, The need to supplement public health laboratory diagnostic testing capacity has
been demonstrated in previous virus outbreaks. At the advent of the HIN1 influenza virus outbreak, hospital
based clinical Iaboratories responded rapidly and effectively and the need for a coordinated and stresmiined
response from both public health and clinical diagnostic laboratories became apparent. The Zika virus outbreak
resulted in the engagement of Iarge independent Iaboratories with nationwide faciities. At the same time,

labor: f their patient populations. Most recently, the

diagnost disease (COVID-19) pandemic quickly extended

beyond public pem o Independent taboratories to other Clinical Laboratory Improvement
Amendments (CLIA)* certified testing faciity types.
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https://asm.org/Articles/CPHMC/Laboratory-Response-Network-LRN-Sentinel-Level-C
https://estore.cap.org/OA_HTML/xxCAPibeCCtpItmDspRte.jsp?section=10575&item=613798&sitex=10020:22372:US
https://www.cdc.gov/locs/php/about/index.html
https://reach-test.cdc.gov/onelabnetwork?page=1
https://www.aphl.org/aboutAPHL/publications/Documents/Definition-Sentinel-Clinical-Laboratories.pdf
https://www.aphl.org/aboutAPHL/publications/Documents/2018_BiothreatAgents_SentinelLab_BenchCards_PRINT.pdf
https://www.aphl.org/aboutAPHL/publications/Documents/2018_BiothreatAgents_SentinelLab_Poster_PRINT.pdf
https://www.aphl.org/aboutAPHL/publications/Documents/WORK_BlueBook.pdf
https://www.aphl.org/aboutAPHL/publications/Documents/WORK_BlueBook.pdf
https://www.aphl.org/training/Pages/Biothreat-Response-Sentinel-Laboratory-Training-Toolbox.aspx
https://www.aphl.org/training/Pages/Biothreat-Response-Sentinel-Laboratory-Training-Toolbox.aspx
https://www.aphl.org/programs/preparedness/Pages/Biosafety-Biosecurity-Resources.aspx

